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-- The MAlLiNG DATE uf this commun!C3t!Qn appears nn the cover sheet with the correspondence address - 
Period for Reply 

A .SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1_ MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICAI lUN. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the penod for reply specified above is less than thirty (30) days, a reply within the statutory minimum of ttitrty (30) days v^ill be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended penod for reply will, by statute, cause the application lo become ABANDONED (35 U S C, § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1 704(b) 

Status 

1 Responsive to conimunication(s) filed on 20 September 2001 . 
2a)U This aciion is FINAL. 2b)[3 This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [i] Claim(s) 1-37 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) n Claim(s) is/are rejected. 

Claim(s) is/are objected to. 

8) E] Claim(s) 1-37 are subject to restriction and/or election requirement. 
Application Papers 

9) n The specification is objected to by the Examiner 

10) 0 The drawing[s) filed on is/are: a)\3 accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(3) 

11) n The proposed drawing correction filed on is: 3)0 approved b)n disapproved by the Examiner, 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner 
Priority under 35 U.S.C. §§ 119 and 120 

13) n Acknowledgment is made of a claim for foreign priority under 35 U.S C. § 119(a)-{d) or (f). 

a)nAII b)n Some*c)n None of: 

1 U Certified copies of the priority documents have been received 

2.n Certified copies of the priority documents have been received in Application No. . 



-ipnt-t; MHyp hepn received in this National Staoe 



a) Q The translation of the foreign language provisional application has been received 
1 5iM Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 
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ut:rAiLKu ACTION 

Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S.C. 121- 

A. Claims 1-4, 6-15, and 30, drawn to an isolated CLASP-5 polynucleotide, an 
expression vector, a host cell system, and a method of producing an CLASP-5 
polypeptide, classified in class 536, subclass 23.1. 

B. Claims 5, 16-22, and 30, drawn to an isolated CLASP-5 polyneptiHe rln..ifipH in 
class 530, subclass 350. 

C. Claims 23-25 and 30, drawn to an isolated antibody that specifically binds a 
polypeptide and a hybridoma capable of secreting an antibody, classified in class 
530, subclass 387.1. 



D. 



Claim 26, drawn to a method of identifying a compound or agent that binds a 
CLASP-5 polypeptide comprising contacfing a CLASP-5 polypeptide with the 
compounds and detecting the presence of a complex, classified in class 435, 
subclass 4, for example. 

Claim 27, drawn to a method of detecting a CLASP-5 polypeptide comprising 
contacting the sample with an antibody and determining whether a complex has 
been formed, classified in class 435, subclass 7.1. 

Claim 28, drawn to a method of delecting a CLASP-5 polypeptide in a sample 
comprising contacting the sample with a polynucleotide and determining whether 
a hybridi/alion complex has been formed, classified in class 435, subclass 6. 

Claim 29, drawn to a method of detecting a C^l ASI'-5 nucleotide in a sample 
comprising usmg a polynucleotide in an amplification process and determinine 
whether a specific amplification product has been formed, classified in class 435. 
subclass 6. 

Claims 31-33, drawn to a method of inhibiting an immune response in a sub)ect 
comprising interfering with the expression of a CLASP-5 uene interfering with 



1 iaiiii 34, Jiauii u> a miciIukI ot inhihiiiiiL: an imniunc iv.sponsc iii a >uhiect 
comprising administering to the subject a therapeutically cWccmv amount ofa 
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antibody which specifically binds a polypeptide, classified in class 424, subclass 
! 39. 1 

J Claims 35-37, drawn lo a method of preventing or treating a CLASP-5-mediated 
autoimmune disease comprising administering to a subject in need thereof a 
therapeutically effective amount of a polynucleotide, classified in class 514, 
subclass 44. 

K Claims 35-37, drawTi to a method of preventing or treating a CLASP-5-mcdiated 
autoimmune disease comprising administering to a subject in need thereof a 
therapeutically effective amount of a polypeptide, classified in class 512, subclass 
2. 

I Claims 35-37, drawn to a method of preventing or treating a CLASP-5-mediated 
autoimmune disease comprising administering to a subject in need thereof a 
therapeutically effective amount of an antibody, classified in class 424, subclass 
130.1. 

The inventions are distinct, each from the other because of the following reasons: 

a. Although there are no provisions under the section for "Relationship of 
Invemions" in M.P.E.P. § 806.05 for inventive groups that are directed to 
dilfercnt products, restriction is deemed to be proper because these products 
constitute patentably distinct invemions for the following reasons. Groups A-C 
are directed to products that are di-stinct both physically and functionally, are not 
required one lor the other, and are therefore patemably distinct. Further, the 
prolc.n olOroup B can be prepared by processes which are materialh' different 
Iron, recombinant UNA expression ofCiroup A. such as by chemical synthesis, or 
by isolation and purification from natural sources. Additionally, the DNA of 
(iioup A can be used other than to make the protein of (Iroup B. such in gene 
therapy or as a probe in nucleic acid hy bridization assay s. The protein ol Ciroup 

1 „-ili,„l< other thnn ii» make the antibody ol 



I iiiali\ . aiiii' iu_.: i , .i;.' ) ^ ' . 

Oroun A. ,1 can also he used u, niatenalK J.UcK-nl nu-.hod>. .uch a^ m --.nou - 
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diagnostic (e.g., as a probe in immunoassays or ininiunochromatography), or 
therapeutic methods. 

b. Similarly, although there are no provisions under the section for ''Relationship of 
Inventions" in M.P.E.P. § 806.05 for inventive groups that are directed to 
different methods, restriction is deemed to be proper because these methods 
constitute patentably distinct inventions for the following reasons. Inventions D- 
L are different inethods because they require different ingredients, process steps, 
and endpoints. Groups D-L are different methods requiring different method 
steps, wherein each is not required, one for another. For example, Invention D 
requires search and consideration of identification of a compound or agent by 
contacting a CLASP-5 polypeptide with the compound or agent and detection of a 
complex, w^hich is not required by the other inventions. Invention E requires 
search and consideration of detection of a CLASP-5 polypeptide in a sample by 
contacting the sample with an antibody and measuring complex formation, w^hich 
is not required by the other inventions. Invention F requires search and 
consideration of detection of a CLASP-5 polypeptide in a sample by contacting 
the sample with a polynucleotide and measuring hybridization complex 
formation, which is not required by the other inventions. Invention G requires 
scarcli and consideration of detection of a CLASP-5 nucleotide in a sample by 
utilizing an ainplificution process, which is not required by the other inventions. 
Invention H requires search and consideration of inhibition of an immune 
response in a subject and interference of CLASP-5 gene expression, CLASP-5 
cell binding, and (1.ASP-5 protein binding, which is not required by the other 
inventions, hn entioii I requires search and consideration of inhibition ol an 

■ 1 'M.l r riw-;)^'\ oftheranv of antibody administration . 



ircaliiKMit and prc\ciUion of a CI ,\SP-5 niedialcd diNcasc. which is not ivquiiva 
■;. ■: ir- ■nii, ;i, K i\\i!iiiv'-; s^\nvli anil coiisidcration (>t'crncac\ 
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or therapy of polypeptide administration for the treatment and prevention of a 
ClASP-S iVicdiatcd disease, v/hich not required by the other inventions. 
Invention L requires search and consideration of efficacy of therapy of antibody 
administration for the treatment and prevention of a CLASP-5 mediated disease, 
which is not required by the other inventions. 

Inventions A and F/G/J are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially 
different process of using that product (MPEP § 806.05(h)). In the instant case, 
the product claimed can be used in materially different processes, such as DNA 
purification. 

Inventions B and D/H/K are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1 ) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be u.sed in a materially 
different process of using that product (MPEP § 806.05(h)). In the instant case, 
the product claimed can be used as an antigen lor the production of antibodies. 

Inventions C and i;.'! I. are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: { 1 ) the 
process for using the product as claimed can be practiced with another materiall\ 
different product or (2) the product as claimed can be used in a niateriallv 
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i. a T Cell 

ii. a B cell 
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chosen to be fully responsive. 
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